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COLORADO

Department of Health Care
Policy & Financing

o

February 26, 2024

303 E. 17th Avenue
Denver, CO 80203

Center for Drug Evaluation and Research
Food and Drug Administration

10001 New Hampshire Avenue
Hillandale Building, 4™ Floor

Silver Spring, MD 20993

RE: Name and Address of SIP Sponsor, Contact Information for Responsible Individuals

Name of SIP Sponsor: Colorado Department of Health Care Policy & Financing
Address of SIP Sponsor: 303 E. 17th Avenue, Denver, Colorado 80203

Responsible Individuals:

Name

Contact Information

Kelly Swartzendruber,
Drug Importation Program Manager

Kelly.Swartzendruber@state.co.us

303-866-3632

Sincerely,

Ka/?, SWW?W%

Kelly Swartzendruber, PharmD.
Drug Importation Program Manager
Pharmacy Office

Improving health care equity, access and outcomes for the people we serve while
saving Coloradans money on health care and driving value for Colorado.

www.colorado.gov/hcpf




COLORADO

Department of Health Care
Policy & Financing

303 East 17" Avenue
Denver, CO 80203

F ot

Colorado’s Drug Importation Program

NON-CONFLICT OF INTEREST AND DISCLOSURE AGREEMENT

As an individual involved in the Colorado Drug Importation Program with the Department of Health
Care Policy and Financing (“HCPF”), | understand that | will be responsible for parts of the program
as defined in statute and the rule. By signing this document, | attest and agree that:

1. | have read this Non-Conflict of Interest and Disclosure Agreement in its entirety, and | have
had the opportunity to consult with independent legal counsel regarding its contents, its
meaning, the information | provide herein, and the legal significance of the Agreement and of
my disclosure of any and information herein or related to it the Agreement.

2. 1do not have any Actual Individual Conflicts of Interest, unmitigated Potential Individual
Conflicts of Interest, or unmitigated Perceived or Apparent Conflicts of Interest, as described
in Appendix A

3. | have disclosed all Potential Individual Conflicts of Interest related to this and any
circumstances that could be perceived as creating bias.

4. | have provided a complete disclosure of any past criminal convictions or violations of State,
Federal, or Canadian laws regarding drugs or devices as outlined by 21 Code of Federal
Regulations Section 251.3(2) and shown in Appendix B.

5. | have listed below any Organization principal(s), any shareholder(s) who owns 10 percent or
more of outstanding stock in the Organization, any Organization directors or officers, and any
facility manager or designated representative of such a manager.

Improving health care equity, access and outcomes for the people we serve while
saving Coloradans money on health care and driving value for Colorado.
www.colorado.gov/hcpf
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6. Please list all disciplinary actions imposed against the Organization and any Workers of the
Organization for the previous seven (7) years. Indicate ‘N/A’ if there are no disciplinary
actions to report.

Date of Action Party to any Action Comments

I, FIRST MIDDLE LAST, have disclosed all affiliations with any person or organization that | have
reason to believe may affect decisions related to this project or matter. | understand that | am
not to participate on any matters relevant to my conflict(s) of interest as specified herein. | also
further understand that if | fail to disclose any conflict(s) of interest, my participation in this
project or matter will be terminated.

Printed Name

Signature

Date

Improving health care equity, access and outcomes for the people we serve while
. saving Coloradans money on health care and driving value for Colorado.
Initials: www.colorado.gov/hcpf
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Appendix A

1. Definitions. For the purposes of this attestation, the following terms shall have the meanings
ascribed to them below:

a. Actual Individual Conflict of Interest. A situation where a financial, personal, or familial
interest materially affects the Worker's duties to put the interest of the state first and
compromises a Worker's objectivity, professional judgment, professional integrity, and/or
ability to perform his or her duties.

b. Potential Individual Conflict of Interest. A situation where a financial, personal, or
familial interest could materially affect the Worker's duties to put the interest of the
state first and may compromise a Worker's objectivity, professional judgment,
professional integrity, and/or ability to perform his or her duties.

c. Perceived or Apparent Conflict of Interest A situation where a financial, personal, or
familial interest appears that it could materially affect the Worker's duties to put the
interest of the state first and may appear to compromise a Worker's objectivity,
professional judgment, professional integrity, and/or ability to perform his or her duties;
even if no conflict of interest exists.

d. Organizational Conflict of Interest. Organizational Conflict of Interest arises when an
organization that receives funds from the State of Colorado, carries out part of a federal
or state program as a Subrecipient, has a parent, affiliate, or subsidiary organization, and
is unable or potentially unable to be impartial in conducting a procurement action
involving a related organization.

e. Individual. A natural person.

Organization. Includes multiple individuals and includes all forms of legal organization.

g. Subrecipient. An Individual or Organization that receives federal or state funds from the
State of Colorado to carry out all or part of a federal or state program.

h. Worker. Managers, supervisors, permanent full-time and part-time employees, temporary
employees, contractors, applicants, volunteers, interns and for the purposes of this
policy, include any individual whose close association with the employee is the equivalent
of a family relationship.

=

2. Applicability of this Agreement. This agreement applies to all employees of registered
partners of the State of Colorado State Importation Program. This applies and covers all
Workers, and any individual who conducts business for and on behalf of the State of Colorado.
Organizational Conflict of Interest: Any Subrecipient that receives federal or State funds from
the State of Colorado State Importation Program shall be held to this agreement through their
relationship with the partner.

3. Consequences for Non-Compliance with this Agreement. Any violation of this agreement
will result in the immediate termination of a contract for the Partner (Organization)

Improving health care equity, access and outcomes for the people we serve while
. saving Coloradans money on health care and driving value for Colorado.
Initials: www.colorado.gov/hcpf
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Appendix B

1.

Initials: www.colorado.gov/hcpf

Include an attestation and information statement containing a complete disclosure of any
past criminal convictions or violations of State, Federal, or Canadian laws regarding drugs or
devices against or by the responsible individual(s), Foreign Seller, or Importer or an
attestation that the responsible individual(s), Foreign Seller, or Importer has not been
involved in, or convicted of, any such violations. Such attestation and information statement
must include principals, any shareholder who owns 10 percent or more of outstanding stock in
any non-publicly held corporation, directors, officers, and any facility manager or designated
representative of such manager.

Include a list of all disciplinary actions, to include the date of and parties to any action
imposed against the responsible individual(s), Foreign Seller, or Importer by State, Federal, or
Canadian regulatory bodies, including any such actions against the principals, owners,
directors, officers, quality unit, or any facility manager or designated representative of such
manager for the previous 7 years prior to submission of the SIP Proposal.

Improving health care equity, access and outcomes for the people we serve while
saving Coloradans money on health care and driving value for Colorado.




E @ COLORADO
_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

General Information

Foreign Seller
Name:

Phone: Website:

Foreign Seller
Address:

Primary Contact Email: Phon
Name and Title: e:

Completed By: Date:

Title:

INSTRUCTIONS:

Please attach a copy of any relevant documents to support the questions in this assessment such as SOPs,
Quality Manual etc. to the last page of this document.

Foreign Seller Quality Self-Assessment

Question Yes | No | N/A | Comments /Explanation

1. Doesyour company maintain a documented quality ] O | O
management system? 251.3¢e)(15)ii)

2. Doyouhave aQuality Manual? 251.3¢)(15) (i) | O O

3. Doyouhave formal, documented policies, procedures and O O O
work instructions or other documentation for managing
quality related issues? 251.3(e)(15)(iii)

4. Doyouhave asystemto control quality related documents | [J O O
inregard to their creation, revision, approval and
implementation? Is a documented procedure available?
Briefly describe relevant processes. 251.3(e)(15) i)

5. Isthereapolicyorprocedure toidentify training needs of O O O
employees? 251.3(e)(15) i)

6. Are employee training records maintained? 257.3¢e)(15) i) O O O

Owner: HCPF Page10f13




E @ COLORADO
Departrnent of Health Care
4 Policy & Financing

Foreign Seller Compliance Checklist

DCN: HCPF FORM 5198.1
Effective Date: 23Feb2024

7. Doyouhave asystemto evaluate your suppliers? O O Ul
251.3(e)(15)(iii)

8. How doyou measure the quality performance of your O O O
suppliers? 251.3(e)(15)(ii)

9. Doyouhave processes/procedures in place for raising O O O
deviations and management of corrective and preventive
actions? 251.3(e)(15) (i)

10. Doyou have a process to identify/control O O O
nonconformances? 251.3(e)(15) i)

1. Do youhave adequate and documented procedures to O O O
address nonconformance? 257.3(e)(15) (i)

12. Doyou have processes/procedures in place for raising O O O
deviations and management of corrective and preventive
actions? 251.3(e)(15) (i)

13. Doyouhave aninternal audit program? 25:.3(e)(15)iii) O O O

14. Do you have an audit schedule? 251.3(e)(15) (i) O O O

15. Do youreport on audit outcomes? 2513¢e)(15) (i) O | |

16. Isthere follow-up to ensure acceptable corrective action O O O
for audit findings? 251.3(e)(15) i)

17. Doyou have a Business Continuity/Disaster RecoveryPlan | O O O
to ensure your company is able to operate and fulfill
contractual obligations?
Briefly describe your key actions for business continuity
and disaster planning. 251.3(e)(15)(ii)

Confirm that the following requirements are available for Yes | No | N/A | Comments /Explanation

review

1. Health Canada Drug Establishment License and any other O O |
relevant Canadian or regional operations license(s).
251.3(d)(8). 251.5(c)(3)

2. Unique Facility Identifier 2515¢)(3) O | |

3. Health CanadaInspection history for the past 5 years | O O
251.3(e)(4)(i)

4. Registration with the FDA as a Foreign Seller 257 9(3)r O O O

251.10(a)(1)-(3), 251.10(b)(1)-(3)

Owner: HCPF
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E % COLORADO
Departrnent of Health Care
4 Policy & Financing

Foreign Seller Compliance Checklist

DCN: HCPF FORM 5198.1
Effective Date: 23Feb2024

Specific designee for Official Contact. List informationin
comments. 251.71(a)(1)-(2)

Specific designee for US agent. List informationin
comments. 251.71b)()ff

Records of disposition of illegitimate foreign product(s) for
at least 6 years after disposition 251.74(c)(2)(v)

Documentation specifying the manufacturer and quantity of
each lot of the eligible prescription drug(s) received from
the manufacturer. 2517901

Records of shipment to the Importer under Section 804 and
documentation that shipment was received directly from
the manufacturer. 257.50)4))

10.

Documentation that the quantity ordered from the
manufacturer does not exceed the quantity shipped to the

Importer for the Section 804 program. 251.5(c)(4)(vi), 251.19(a)(2),
251.19(a)(3)

1.

Records associating SSI with the DIN and all records

received from the manufacturer for 6 years after receipt
251.14(c)(4)(iv)

Reference Section 804 Requirement List SOP(s) that meet Requirement or provide comments /

explanation

251.3(e)(15) (i), How does the Foreign Seller
251.3(e)(15)(iv)

ensure that all appropriate
personnel are trained to the
requirements and processes
as it pertains to Section 804?
What records are maintained?

251.5(c)(4)(xiii)(B), What items are provided to
251.5(c)(4)(xiii)(C),

whom for the Pre-Import
requestand how is the
information gathered
verified?

251.3(e)(11)(). How do the storage, handling,
251.14(a)(4), 251.14(0)(5)

and distribution practices of
supply chain participants,
including transportation

Owner: HCPF
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COLORADO
E o e DCN: HCPF FORM 5198.1
Foreign Seller Compliance Checklist Effective Date: 23Feb2024

providers meet the
requirements outlined?

251.5(c)(4){vii), How are products received
251.5(c)(4)(xiii)(A), _

251.14(a)(2), from the Canadian
251.14(a)(3), manufacturer verified and
251.14(c)(4)(i) _ .
251.14(c)(4)(ii), prepared for importation?
251.24(c)(4)(iii),

251.14(c)(4)(iv),

251.14(d)(5),

251.14(d)(2)

251.3(e)(10)(1), Describe the flow of product
251.14(a)(1), )

251.14(a)(4), through the Foreign Seller
251.14(a)(5), starting from order to US
251.19(d)(2) importation as it pertains to

Section 804 and how supply
chain security is ensured at
each step.

251.3(e)(11)(i), What is provided to the
225517527);7;)5;) Importer as it pertains to

supply chain security and
timelines on when
required/relevant information
is delivered?

251.14(c)(1)(i), How is a suspect product
251.14(c)(1)(i)(A), . - . .
251.14(c)(1)(i)(B), identified, investigated, and
251.14(c)(1)(i)(C), reported to all relevant
251.14(c)(3), )

251.14(c)(7) parties?

251.14(c)(1)(ii), How s anillegitimate foreign
251.14(c)(1)(ii)(A), . e

251.14(c)(1)(ii)(B), productidentified, handled?
251.14(c)(1)(ii)(C), How are relevant parties
251.14(c)(2)(i) .

251.14(c)(2)(ii) notified and updated?
251.14(c)(2)/iii),

251.14(c)(3),

251.14(c)(7),

251.18(e)(2)

251.3(e)(13), How are recalls monitored,
251.14(c)(3), i

251.14(0)(7), communicated, and handled?
251.18(e)(2), Explain how you cooperate
251.18(e)(3)ff, withthe SIP Sponsor's recall
251.18(e)(4)(ii),

251.18(e)(5) plan.

Owner: HCPF Page 4 of 13




E COLORADO
: o e DCN: HCPF FORM 5198.1
Foreign Seller Compliance Checklist Effective Date: 23Feb2024

251.14(c)(5) Describe the process for
completing requests for
verification. Include intake
source, timelines,
communication method

251.11(b)(2), Describe communication plan
251.14(c)(1)(i)(C),

251.14(c)(2)(i), to and from the FDA. Include
251.14(c)(2)(ii), P

251 14(cN2), method of communication and
251.14(c)(3), timeline.

251.18(e)(4)(ii),

251.19(h)

Owner: HCPF Page 50f13
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_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

Please list the attachments being provided here, as applicable:

Certifications:

Quality Manual:

List any
documents/certificati
onsrelevantto
Section 804 not
otherwise listed:

Owner: HCPF Page 6 of 13




E 9 COLORADO
_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

References from Section 804 of the FD&C Act Final Rule:

251.3(d)(7)

The name and address of the Foreign Seller;

251.3(d)(8)

A copy of the Foreign Seller's Health Canada Drug Establishment License;

251.3(e)(1)

Identify the SIP Sponsor, including any co-sponsors, identify the responsible
individual(s), and identify the applicant that holds the approved NDA or ANDA for each
eligible prescription drug's FDA-approved counterpart, the manufacturer(s) of the
finished dosage form and the active ingredient or ingredients of each eligible
prescription drug that the SIP Sponsor seeks to import, if known or reasonably known,
the Foreign Seller, if known or reasonably known, and the Importer, and explain the
legal relationship, if any, of each of these entities to the SIP Sponsor.

251.3(e)(2)

Include an attestation and information statement containing a complete disclosure of
any past criminal convictions or violations of State, Federal, or Canadian laws regarding
drugs or devices against or by the responsible individual(s), Foreign Seller, or Importer
or an attestation that the responsible individual(s), Foreign Seller, or Importer has not
beeninvolvedin, or convicted of, any such violations. Such attestation and information
statement must include principals, any shareholder who owns 10 percent or more of
outstanding stock in any non-publicly held corporation, directors, officers, and any
facility manager or designated representative of such manager.

251.3(e)(3)

Include a list of all disciplinary actions, to include the date of and parties to any action
imposed against the responsible individual(s), Foreign Seller, or Importer by State,
Federal, or Canadian regulatory bodies, including any such actions against the
principals, owners, directors, officers, quality unit, or any facility manager or designated
representative of such manager for the previous 7 years prior to submission of the SIP
Proposal.

251.3(e) (4)(i)

The Health Canada inspectional history for the Foreign Seller for the previous 5 years
or,if the Foreign Seller has been licensed for less than 5 years, for the duration of its
period of licensure; and

251.3(e)(10)

Explain how the SIP Sponsor will ensure that all the participantsin the SIP comply with
the requirements of section 804 of the Federal Food, Drug, and Cosmetic Act and this
part.

251.3(e) (11)(i)

Storage, handling, and distribution practices of supply chain participants, including
transportation providers, meet the requirements of part 205 of this chapter and do not
affect the quality orimpinge on the security of the eligible prescription drugs;

251.3(e) (1)(ii)

Supply chainis secure;

Owner: HCPF
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COLORADO

Departrnent of Health Care
Policy & Financing

DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

251.3(e)(13)

Include the SIP's recall plan, including an explanation of how the SIP Sponsor will obtain
recall or market withdrawal information and how it will ensure that recall or market
withdrawal information is shared among the SIP Sponsor, the Foreign Seller, the
Importer, and FDA and provided to the manufacturer.

251.3(e) (15)(iii)

The creation of written compliance policies, procedures, and protocols

251.3(e)(15)(iv)

The provision of education and training to ensure that Foreign Sellers, Importers,
qualifying laboratories, and their employees understand their compliance-related
obligations

251.5(c)(3)

Identification of the Foreign Seller, including the name of the Foreign Seller; business
address; unique facility identifier; any license numbersissued by Health Canada or a
provincial regulatory body; and the name, email address, and phone number of a contact
person

251.5(c)(4)(v)

Copies of the invoice and any other documents related to the manufacturer's sale of the
drugto the Foreign Seller that was provided by the manufacturer to the Importer, and
copies of the same documents provided by the Foreign Seller to the Importer

251.5(c) (4)(vi)

Quantity, listed separately by dosage form, strength, batch and lot or control number
assigned by the manufacturer to the eligible prescription drug intended to be imported
under this Pre-Import Request, compared to the quantity of each batch and lot or
control number originally received by the Foreign Seller from the manufacturer, and the
date of such receipt.

251.5(c) (4) (vii)

Expiration date of the HFPB-approved drug, listed by lot or control number assigned by
the manufacturer

251.5(c)(4) (xiii) (A)

Location of the eligible prescription drugs in Canada and anticipated date of shipment
(date the eligible prescription drug(s) leave their location in Canada);

251.5(c) (4) (xiii)(B)

Name, address, email address, and telephone humber of the Foreign Seller

251.5(c) (4) (xiii)(C)

Anticipated date of export from Canada and Canadian port of exportation

251.9(a)ff

Any Foreign Seller(s) designated in a SIP Proposal must be registered with FDA before
FDA will authorize the SIP Proposal.

251.10(a)(1)-(3)

Expedited updates. A Foreign Seller must update its registration information no later
than 30 calendar days after

251.10(b)(1)-(3)

Annual review and update of registration information. A Foreign Seller must review and
update all registration information required under § 251.9

Owner: HCPF
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E 9 COLORADO
_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

251.11(a)(1)-(2)

Official contact. A Foreign Seller subject to the registration requirements of this part
must designate an official contact. The official contact is responsible for:

251.11(b) (1)ff

AForeign Seller must designate a single U.S. agent. The U.S. agent must reside or
maintain a place of business in the United States and may not be a mailbox, answering
machine or service, or other place where a person acting as the U.S. agent is not
physically present. The U.S. agent is responsible for

251.11(b)(2)

FDA may provide certain information and/or documents to the U.S. agent. The provision
of information and/or documents by FDA to the U.S. agent is equivalent to providing the
same information and/or documents to the Foreign Seller.

251.14(a)(1)

Each drugimported under the SIP is HPFB-approved and labeled for sale in Canada by
the manufacturer before it reaches the Foreign Seller

251.14(a)(2)

For eachdrugthatisimported under the SIP and that is manufactured outside Canada,
the drug was authorized for import into Canada by the manufacturer and was not
transshipped through Canada for sale in another country

251.14(a)(3)

For each drug imported under the SIP, the drug was sold by the manufacturer directly to
aForeign Seller;

251.14(a)(4)

For each drug imported under the SIP, the Foreign Seller ships the drug directly to the
Importer in the United States

251.14(a)(5)

For each drug imported under the SIP, the Foreign Seller identified in the SIP meets
applicable supply chain security requirements of this part

251.14(c)(1)

A Foreign Seller must have systems in place to

251.14(c)(1)(i)

Determine whether adrugin its possession or control thatitintends to sell to the
Importer under a SIP is a suspect foreign product. Upon making a determination thata
druginits possession or controlis a suspect foreign product, or upon receiving a
request for verification from FDA that the Foreign Seller has determined that a product
within its possession or controlis a suspect foreign product, a Foreign Seller must

251.14(c) (1) (i) (A)

Quarantine such product within its possession or control until such productis cleared
or dispositioned

251.14(c)(1)(i)(B)

Promptly conduct an investigation, in coordination with the Importer and the
manufacturer, as applicable, to determine whether the product is anillegitimate foreign
product, and verify the product at the package level, including the SSI; and

Owner: HCPF
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E 9 COLORADO
_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

251.14(c)(1 (i) (C)

If the Foreign Seller makes the determination that a suspect foreign product is not an
illegitimate foreign product, promptly notify FDA of such determination for those
products that FDA has requested verification.

251.14(c) (1)(ii)

Determine whetheradruginits possession or control thatitintends to sell to the
Importer under a SIP is anillegitimate foreign product. Upon making a determination
thatadruginits possession or controlis anillegitimate foreign product, the Foreign
Seller must:

251.14(c) (1) (i) (A)

Quarantine such product within the possession or control of the Foreign Seller from
productintended for distribution until such productis dispositioned;

251.14(c) (1) (i) (B)

Disposition the illegitimate foreign product within the possession or control of the
Foreign Seller;

251.14(c) (1)(ii)(C)

Take reasonable and appropriate steps to assist a manufacturer or Importer to
disposition anillegitimate product not in the possession or control of the Foreign Seller;
and

251.14(c) (1) (ii) (D)

Retain a sample of the product for further physical examination or laboratory analysis
of the product by the manufacturer or FDA (or other appropriate Federal or State
official) upon request by FDA (or other appropriate Federal or State official), as
necessary and appropriate.

251.14(c)(2)(i)

Upon determining that a productin the possession or control of the Foreign Selleris an
illegitimate foreign product, the Foreign Seller must notify FDA and the Importer that
the Foreign Seller received such illegitimate product not later than 24 hours after
making such determination.

251.14(c)(2) (i)

Upon the receipt of a notification from the manufacturer, FDA, the Importer or other
wholesale distributor, or dispenser that a determination has been made that a product
that had been sold by the Foreign Seller is anillegitimate foreign product, a Foreign
Seller must identify all illegitimate foreign product subject to such notification thatisin
the possession or control of the Foreign Seller, including any product that is
subsequently received, and perform the activities to investigate the product described
in paragraph (c)(1) of this section.

251.14(c)(2) (iii)

Upon making a determination, in consultation with FDA, that a notificationis no longer
necessary, a Foreign Seller must promptly notify the Importer and person who sent the
notification that the notification is terminated.

251.14(c)(2)(iv)

A Foreign Seller must keep records of the disposition of aniillegitimate foreign product
for not less than 6 years after the conclusion of the disposition.

Owner: HCPF
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E 9 COLORADO
_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

251.14(c)(3)

Uponrequest by FDA, or other appropriate Federal or State official, in the event of a
recall or for purposes of investigating a suspect foreign product or an illegitimate
foreign product, a Foreign Seller must promptly provide the official with information
about its transactions with the manufacturer and the Importer.

251.14(c)(4)

A Foreign Seller, upon receiving a shipment of eligible prescription drugs from the
manufacturer, must

251.14(c)(4) (i)

Separate the portion of drugs intended for sale to the Importer located in the United
States, and store such portion separately from that portion of product intended for sale
in the Canadian market;

251.14(c)(4)(ii)

Assign an SSl to each package and homogenous case intended for sale to the Importer
in the United States, unless each such package and homogenous case displayed a
manufacturer-affixed or imprinted product identifier, as such termis defined in section
581(14) of the Federal Food, Drug, and Cosmetic Act, at the time of receipt by the Foreign
Seller;

251.14(c) (4) (iii)

Affix or imprint the SSI on each package and homogenous case intended for sale to the
Importerin the United States. Such SSI must be located on blank space on the package
or homogenous case and must not obscure any labeling for the Canadian market,
including the DIN; and

251.14(c)(4)(iv)

Keep records associating the SSI with the DIN and all the records the Foreign Seller
received from the manufacturer upon receipt of the original shipment intended for the
Canadian market for not less than 6 years.

251.14(c)(5)

Uponreceiving a request for verification from the Importer or other authorized
repackager, wholesale distributor, or dispenser that isin possession or control of a
product such person believes to be distributed by such Foreign Seller, a Foreign Seller
must, not later than 24 hours after receiving the request for verification, orin such other
reasonable time as determined by the FDA based on the circumstances of the request,
notify the person making the request whether the SSl that is the subject of the request
corresponds to the SSI affixed or imprinted by the Foreign Seller. If a Foreign Seller
responding to arequest for verification identifies an SSl that does not correspond to
that SSI affixed or imprinted by the Foreign Seller, the Foreign Seller must treat such
product as suspect foreign product and conduct aninvestigation as described in
paragraph (c)(1) of this section. If the Foreign Seller determines the productis an
illegitimate foreign product, the Foreign Seller must advise the person making the
request of such determination at the time such Foreign Seller responds to the request
for verification.

Owner: HCPF
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E 9 COLORADO
_ b iy DCN: HCPF FORM 5198.1

Foreign Seller Compliance Checklist Effective Date: 23Feb2024

251.14(c) (6)ff

For eachtransaction between the Foreign Seller and the Importer for an eligible
prescription drug, the Foreign Seller must provide:

(i) A statement that the Foreign Seller purchased the product directly from the
manufacturer;

(ii) The proprietary name (if any) and the established name of the product;

(iii) The strength and dosage form of the product;

(iv) The container size;

(v) The number of containers;

(vi) The lot number of the product assigned by the manufacturer;

(vii) The date of the transaction;

(viii) The date of the shipment, if more than 24 hours after the date of the transaction;
(ix) The business name and address of the person associated with the Foreign Seller
from whom ownership is being transferred;

(x) The business name and address of the person associated with the Importer to whom
ownershipis being transferred,;

(xi) The SSI for each package and homogenous case of product; and

(xii) The Canadian DIN for each product transferred.

251.14(c)(7)

Upon arequest by FDA, or other appropriate Federal or State official, in the event of a
recall or for purposes of investigating a suspect foreign product or anillegitimate
foreign product, the Foreign Seller must promptly provide the official with information
aboutits transactions with the manufacturer and the Importer.

251.18(e)(2)

If FDA, the SIP Sponsor, the Foreign Seller, the Importer, or the manufacturer
determines thatarecallis warranted, the SIP Sponsor must effectuate the recallin
accordance with its written recall plan under paragraph (e)(3) of this section.

251.18(e) (3)ff

A SIP must have a written recall plan that describes the procedures to perform a recall
of the product and specifies who will be responsible for performing the procedures. The
recall plan must cover recalls mandated or requested by FDA and recalls initiated by
the SIP Sponsor, the Foreign Seller, the Importer, or the manufacturer. The recall plan
must include sufficient procedures for the SIP Sponsor to:

251.18(e) (4) (ii)

The Foreign Seller must provide to FDA, upon request, information about its
transactions of the recalled drug with the manufacturer and the Importer.

251.18(e)(5)

The Foreign Seller and Importer must cooperate with any recalls, including recalls
initiated by the SIP Sponsor, FDA, the Foreign Seller, the Importer, or the drug's
manufacturer.

251.19(d)(1)

Documentation from the Foreign Seller specifying the manufacturer of each eligible
prescription drug and the quantity of each lot of the eligible prescription drug(s)
received by the Foreign Seller from that manufacturer;

Owner: HCPF
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251.19(d)(2) Documentation demonstrating that the eligible prescription drug was received by the
Foreign Seller from the manufacturer and subsequently shipped by the Foreign Seller
to the Importer;

251.19(d)(3) Documentation of the quantity of each lot of the eligible prescription drug(s) received by
the Foreign Seller, demonstrating that the quantity being imported into the United
Statesis not more than the quantity that was received by the Foreign Seller; and

251.19(h) A SIP Sponsor must submit areport to FDA within 10 calendar days, in electronic format
viathe ESG or to an alternative transmission pointidentified by FDA, regarding any
applicable criminal conviction, violation of law, or disciplinary action as described in §
251.3(e)(2) and (3).
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Importer Name:
Business Type:
Phone: Website:
Importer
Address:
Primary Contact Email: Phon
Name and Title: e:
Completed By: Date:
Title:
INSTRUCTIONS: Please attach a copy of any relevant documents to support the questions in this assessment such as
SOPs, Quality Manual etc. to the last page of this document.

Question Yes | No | N/A | Comments / Explanation

1. Does the Importer also perform the relabeling activities? O o |O

If no, please indicate name and contact information for the FDA-
registered relabeler. 251.3(d)(10), 251.5(c)(4)(xiii)(E), 251.5(c)(4)(xiii)(F)(2)

2. Does your company maintain a documented quality 0 0 0
management system? 251.3(e)(15)(iii)

3. Do you have a Quality Manual? 251.3(e)(15)(iii) O (o |oO

4. Do you have formal, documented policies, procedures and O (o |O
work instructions or other documentation for managing quality
related issues? 251.3(e)(15)(iii)

5. Do you have a system to control quality related documents in 0 0 0
regard to their creation, revision, approval and
implementation? Is a documented procedure available? Briefly
describe relevant processes. 251.3(e)(15)(iii)

Owner: HCPF Page 1 of 24
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6. Isthere a policy or procedure to identify training needs of 0 | |
employees? 251.3(e)(15)(iv)
7. Are employee training records maintained? 251.3(e)(15)(iv) O |O | O
8. Do you have a system to evaluate your suppliers? 251.3(e)(15)(iii) | 0 Ul
9. How do you measure the quality performance of your | | |
suppliers? 251.3(e)(15)(iii)
10. Do you have processes/procedures in place for raising 0 0 0
deviations and management of corrective and preventive
actions? 251.3(e)(15)(iii)
11. Do you have a process to identify/control nonconformances? O |Oo | O
251.3(e)(15)(iii)
12. Do you have adequate and documented procedurestoaddress | ] | [ | O
nonconformance? 251.3(e)(15)(iii)
13. Do you have processes/procedures in place for raising 0 0 0
deviations and management of corrective and preventive
actions? 251.3(e)(15)(iii)
14. Do you have an internal audit program? 251.3(e)(15)(iii), 251.7(b) O |O | O
15. Do you have an audit schedule? 251.3(e)(15)(iii), 251.7(b) O |O | O
16. Do you report on audit outcomes? 251.3(e)(15)(iii), 251.7(b) O |Oo | O
17. Is there follow-up to ensure acceptable corrective action for 0 0 0
audit findings? 251.3(e)(15)(iii), 251.7(b)
18. Do you have a Business Continuity/Disaster Recovery Plan to n n n
ensure your company is able to operate and fulfill contractual
obligations?
Briefly describe your key actions for business continuity and
disaster planning. 251.3(e)(15)(iii)
Confirm that the following requirements are available for review Yes | No | N/A | Comments / Explanation
1. Adequate evidence of FDA labeler registration and FDA O |O | O
inspection history. (Applicable if Importer is also relabeler)
251.3(d)(10), 251.5(c)(4)(xiii)(E), 251.5(c)(4)(xiii)(F)(1), 251.12(b)(1)
2. FDA labeler code 251.12(b)(1-2)

Owner: HCPF
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3. State and Federal Inspection history for the Importer for at 0 | |
least the last 5 years. 251.3(e)(4)(ii)
4. Unique facility identifier or FDA establishment identification O |O | O

number. 251.5(c)(1), 251.5(c)(4)(xiii)(E)

5. Records of association of the product identifier to the SSl and O 'O |O
Canadian DIN of imported product for at least 6 years prior.

251.14(d)(3)(ii), 251.14(d)(3)(iii), 251.14(d)(4)

Reference Section 804 Requirement List SOP(s) that meet Requirement or provide comments /
explanation

251.3(e)(15) (i), How does the Importer

251.3(e)(15)(iv)

ensure that all appropriate
personnel are trained to the
requirements and processes
as it pertains to Section 804?
What records are maintained?

251.5(a), 251.5(c)(3), What information is gathered

251.5(c)(4),
2515()(4)(), for the Pre-Import request?

251.5(c)(4)(ii). How is the information
251.5(c)(4)(i)(A-C), collected and verified to meet
251.5(c)(4)(iii), . .
251.5(c)(4)(iv), the requirements of Section
251.5(c)(4)(v), 8047

251.5(c)(4)(vi),
251.5(c)(4)(vii),
251.5(c)(4)(viif),
251.5(c)(4)(ix),
251.5(c)(4)(x).
251.5(c)(4) (xii)(A-E),
251.5(e)(1),
251.13(6)((7)

2515(b). 251.5(a). How is the Pre-Import
251.5(c)(4)(xiii)(F)(3), . .

251.5(0)(4) xiii)(A-D), requestinformation collected
251.5(e)(1-2), 251.8(d) and submitted to the FDA?
What conditions warrant
resubmission? Include what
informationis gathered
internally, requested from the
manufacturer, and from other
partners. Include timelines

for all processes.

Owner: HCPF
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251.5(c)(4)(xi),
251.5(c)(4)(xi)(A-C),
251.5(c)(4)(xii),
251.16(a), 251.16(b),
251.16(c). 251.16(%),
251.16(g). 251.16(h)(1),
251.17(d)(1-3),
251.17(e)(1-3), 251.17(f),
251.17(g)

How will samples be selected
and tested? How does the
process change or not change
if the manufacturer
completes testing? How will
results of the testing be
communicated to relevant
partiesincluding the FDA?

251.3(e)(1)(0),
251.74(a)(4),
251.3(e)(1)(ii),
251.5(c)(4)(xiii)(E),
251.5(c)(4)(xiii)(F)(4)

How do the storage, handling,
and distribution practices of
supply chain participants,
including transportation
providers meet the
requirements outlinedin
Section 8047

251.5(c)(4) (xiii) (F)(4),
251.12(3)(5).
251.12(a)(6), 251.17(a-d))

Explainthe process of entry
into the United States of
product received from the
Foreign Seller.

Include what documentation
is submitted to whom, how the
products are held, and how
products are released for
entry.

251.3(e)(11)(iii).
251.12(a)(2-4)

How are products that are
received from the Foreign
Seller verified?

251.12(a)(1, 251.12(b)(1)).
251.12(b)(2), 251.13(b)(1),
251.13(c), 251.13(d),
251.74(d)(2),
251.74(d)(3),
251.74(d)(3)(1), 251.17(a-
d)

Describe the flow of product
through relabeling starting
from the assignment of the
NDC until the productis
verified to meet all FDA
labeling requirements.
Include criteriaand mannerin
which a supplemental
labeling proposal would be
submitted to the FDA.

jz-gfz)m How are products checked
113(6)(4)(3), . .
25”3%%% and verified as meeting FDA
Owner: HCPF Page 4 of 24
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251.13(b)(4)(ifi),
251.13(b)(4)(iv),
251.13(b)(4)(v),
251.13(b)(4)(vi),
251.13(b)(4) (vii),
251.13(c)

standards? Must include
check procedures for the drug
enclosure, carton, and all
relevant documentation that
accompanies the product.

251.12(b)(3), 251.13(a),
251.74(b), 251.14(d)(1)

Describe what records are
kept for each drug that is
eligible for relabeling. Outline
what records need to be
obtained from other parties
and how those records are
requested and maintained.

251.174(b), 251.14(d)(7),

Explainthe process of

251.14(a)(2), . .

25114()(3) assigning a unique product

251.14(d)(3)()) identifier and each step
contributes to overall supply
chain security. Include what
records are kept, how they
are kept, and how they can be
accessed.

251.14(d)(6). Describe all processesin

251.14(d)(7),

251.14(d)(7)(i-iv)

place to ensure that
requirements of section 582
as outlined by section 804 are
met.

251.3(e)(1)(iv),
25112(a)(7)251.18(b).
25118(c), 251.18(d)(1-3),
251.18(c)(3)(7),
251.18(a)(3)(ii),
25118(d)(4),
25118(d)(5),
251.18(d)(8).
251.18(d)(6)())(A-B),
251.18(d)(8)(if)(A-F),
251.18(a)(6)(i))(E)(1-2)
251.18()(6)(i))(F)(1-2).
251.18(d)(10).
25118(a)(T)()),
251.18(d)(11) (i)

How will adverse event
information be captured,
checked for completion, and
submitted to the FDA? Include
categorizations and timelines
for submissions for both
ICSRs and field reports.
Include how patient privacy
will be protected.

251.3(e)(1)(iv),
251.12(a)(7), 251.18(d)(1),
251.18(a)(8)(i-ifi),
251.18(d)(9)

How will each individual
involved in the importation
program be trained to identify

Owner: HCPF
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andreport adverse events?
What records are kept and for

how long?

251.3(e)(13), Describe how all

251.18(e)(2), Sy

25118(e)(3)f responsibilities of the

251.18(e)(4), Importer as described by the

251.18(e)(4)11). overallrecall plan have been

251.18(e)(5) I
met. Include how notifications
of arecall are received and
disseminated, what
procedures arein placeto
ensure recalled drugis not
released into distribution.

251.14(a)(7) How are drugs dispositioned?

What requirements need to be
met? What records are kept
and for how long?

25119(c). 25119(d)(2). | What information is provided
251.19(d)(4), 251.19(e)ff;
251.19(¢), 251.19(h) to the SIP Sponsor for
quarterly reports? How is that
information
gathered/maintained and

verified before provision?

Please list the attachments being provided here, as applicable:

Certifications:

Quality Manual:

List any
documents/certifications
relevant to Section 804
not otherwise listed:
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References from Section 804 of the FD&C Act Final Rule:

251.3(d)(9) The name and address of the Importer;

251.3(d)(10) The name and address of the FDA-registered repackager or relabeler, if different from
the Importer, that will relabel the eligible prescription drugs (including any limited
repackaging in accordance with the requirements in this part), along with adequate
evidence of registration and of satisfactory resolution of any objectionable conditions or
practices identified during its most recent FDA inspection, if applicable; and

251.3(e)(1) Identify the SIP Sponsor, including any co-sponsors, identify the responsible
individual(s), and identify the applicant that holds the approved NDA or ANDA for each
eligible prescription drug's FDA-approved counterpart, the manufacturer(s) of the
finished dosage form and the active ingredient or ingredients of each eligible
prescription drug that the SIP Sponsor seeks to import, if known or reasonably known,
the Foreign Seller, if known or reasonably known, and the Importer, and explain the legal
relationship, if any, of each of these entities to the SIP Sponsor.

251.3(e)(2) Include an attestation and information statement containing a complete disclosure of any
past criminal convictions or violations of State, Federal, or Canadian laws regarding
drugs or devices against or by the responsible individual(s), Foreign Seller, or Importer
or an attestation that the responsible individual(s), Foreign Seller, or Importer has not
beeninvolved in, or convicted of, any such violations. Such attestation and information
statement must include principals, any shareholder who owns 10 percent or more of
outstanding stock in any non-publicly held corporation, directors, officers, and any
facility manager or designated representative of such manager.

251.3(e)(3) Include a list of all disciplinary actions, to include the date of and parties to any action
imposed against the responsible individual(s), Foreign Seller, or Importer by State,
Federal, or